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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 1 1/26/07 has been entered. 

Claim Rejections - 35 USC §102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

3. Claims 1, 2, 4-7, 9-14, 18, 22, 23, 25-28, 38 and 39 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Aviv et al (USPN 5,496,81 1 hereafter '811). The claims are drawn to a 
drug formulation comprising a hydrophobic drug, an oil phase comprising a saturated fatty acid 
and a surfactant. The formulation has an average particle size below 1 micron. 

4. The '811 patent teaches a drug formulation comprising an oil-in-water submicron 
emulsion comprising a hydrophobic drug, an oily phase and a surfactant/emulsifier, where the 
average particle size is from 0.1-0.3 microns (abstract; col. 4, lin. 45-53). The drugs are 
hydrophobic and include indomethacin, betaxolol or adaprolol (claims 17). The oily phase 
comprises saturated fatty acids such as vegetable oil and other medium chain triglycerides 
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having carbohydrate chains of 8-12 carbons (col. 5, lin. 21-30). The surfactant is selected from 
various common compounds such as polysorbates and Pluronic F68 (col. 5, lin. 65-col. 6, lin. 
13). The surfactant is present in a concentration from 0.1-5% by weight of the formulation 
(claims). The drug is present in a concentration up to 5% by weight of the formulation (claim 
18). Regarding the formation of an self-emulsifying emulsion, it is the position of the Examiner 
that since the same components are applied, in the same way in the same concentrations, the 
formulation of the '811 patent must also form self-emulsifying emulsions. Self-emulsifying 
compositions are defined by their stability and particle size. The emulsion of the '811 patent 
meet both of these parameters as well as the compositional limitations. Regarding the formation 
of a stable emulsion in an aqueous environment, it is the position of the Examiner that thought 
the reference is silent to this specific property, the drug formulation of the '811 comprises the 
same components, in the same concentrations producing an emulsion. Since compositions 
comprising the same components must perform the same way, it is the position of the Examiner 
that the drug formulation of the '811 patent anticipates the claims. 

5. Claims 1, 2, 4-14, 18, 22, 23, 25-28, 38 and 39 rejected under 35 U.S.C. 102(b) as being 
anticipated by Friedman et al (USPN 6,1 13,921 hereafter '921). The claims are drawn to a drug 
formulation comprising a hydrophobic drug, an oil phase comprising a saturated fatty acid and a 
surfactant. The formulation has an average particle size below 1 micron. 

6. The '921 patent teaches a drug formulation comprising an oil-in- water submicron 
emulsion comprising a hydrophobic drug, an oily phase and a surfactant/emulsifier, where the 
average particle size is from 0.1-0.3 microns (col. 4, lin. 45-53). The drugs are hydrophobic and 
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include indomethacin, betaxolol, adaprolol and hydrophobic peptides (col. 7, lin. 10-21). The 
oily phase comprises saturated fatty acids such as vegetable oil and other medium chain 
triglycerides having carbohydrate chains of 8-12 carbons (col. 5, lin. 21-30). The surfactant is 
selected from various common compounds such as polysorbates and Pluronic F68 (col. 5, lin. 
41 -col. 6, lin. 13). The surfactant is present in a concentration from 0.1-5% by weight of the 
formulation (claims). The drug is present in a concentration up to 5% by weight of the 
formulation (claims). Regarding the formation of an self-emulsifying emulsion, it is the position 
of the Examiner that since the same components are applied, in the same way in the same 
concentrations, the formulation of the '921 patent must also form self-emulsifying emulsions. 
Self-emulsifying compositions are defined by their stability and particle size. The emulsion of 
the '921 patent meet both of these parameters as well as the compositional limitations. 
Regarding the formation of a stable emulsion in an aqueous environment, it is the position of the 
Examiner that thought the reference is silent to this specific property, the drug formulation of the 
'921 comprises the same components, in the same concentrations producing an emulsion. Since 
compositions comprising the same components must perform the same way, it is the position of 
the Examiner that the drug formulation of the '921 patent anticipates the claims. 

7. Claims 1-6, 9-31, 34-36 and 38-40 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Yiv et al (USPN 6,245,349 hereafter '349). The claims are drawn to a drug 
formulation comprising a hydrophobic drug, an oil phase comprising a saturated fatty acid and a 
surfactant. The formulation has an average particle size below 1 micron. 
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8. The '349 patent discloses a drug formulation comprising an oil component, a surfactant 
and a drug component (abstract). The formulation can be transformed into an oil-in water 
emulsion for easier transportation (col. 3, lin. 18-28). The formulation comprises a saturated 
fatty acid such as Captex in a concentration of 42.55% and a non-ionic surfactant in a 
concentration of 42.35% (table 7.1). Surfactants include Pluronic poloxamers (col. 6, lin. 6-37). 
The drugs include amphotericin B, which has a solubility of 750 mL (col. 4, lin. 5-14). The drug 
formulation has an average particle size from 50-65 nm (col. 5, lin. 1-8). Regarding the 
improved solubility of the drug in oil rather than water, it is the position of the Examiner that 
such a limitation would be an inherent feature of any formulation given the same oil and 
surfactant components. Since the drug formulation of the '349 comprises identical non-ionic 
surfactants in identical ranges, along with identical saturated fatty acids in identical ranges to the 
instant claims, it is the position of the Examiner that the formulation of the '349 would 
inherently increase the solubility of any drug over that of water. Regarding the formation of an 
self-emulsifying emulsion, it is the position of the Examiner that since the same components are 
applied, in the same way in the same concentrations, the formulation of the '349 patent must also 
form self-emulsifying emulsions. Self-emulsifying compositions are defined by their stability 
and particle size. The emulsion of the '349 patent meet both of these parameters as well as the 
compositional limitations. For these reasons the disclosures render the claims anticipated. 

Response to Arguments 

9. Applicant's arguments filed 1 1/26/07 have been fully considered but they are not 
persuasive. Applicant argues that: 
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a. The '811 patent does not anticipate because it does not disclose a self-emulsifying 
drug formulation and said drug is not in nanoparticulate form. 

b. The '921 patent does not anticipate because it does not disclose a self-emulsifying 
drug formulation and said drug is not in nanoparticulate form. 

c. The '349 patent does not anticipated because it does not disclose a self- 
emulsifying drug formulation and said drug is not in nanoparticulate form. 

10. Regarding argument a.-c, it remains the position of the Examiner that the '81 1, '921 and 
'349 patents teaches a formulation that meets the limitations of the claims. Applicant argues that 
the formulation has not been introduced to an aqueous medium, however this is not a feature of 
the instant claims. The claims are written in open language and can include an aqueous medium. 
Also the claims are not drawn to a self-emulsifying formulation, but rather a formulation that 
turns into an emulsion because of the precise concentrations of the fatty acid and surfactant 
phases. These fatty acid and surfactant concentrations are met by the '811 patent, meaning that 
the formulation must also meet all of the inherent functional limitations. Likewise the '921 and 
'349 patents each teach formulations comprising oil and surfactant phases within the 
concentrations of the instant claims. Regarding the particle size of the formulation, it is the 
position of the Examiner that even though the patents are silent to the drug compound size before 
the processing of the respective formulation, the resulting formulations of the prior art all meet 
the particle size limitations of the instant claims. It is the position of the Examiner that the 
particle size of the total formulation can be taken as the particle size of the drug compounds as 
well. The '811 and '921 patents teach formulations with particles having an average size from 
0.1-0.3 microns. The '943 patent teaches particles size from 50-65 nm. All of these particles 
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sizes are an average of all components of the formulation, meaning the oil; fatty acid particles 
and drug particles al have this particle size. Regarding the formation of a self-emulsifying 
emulsion, it is the position of the Examiner that since the same components are applied, in the 
same way in the same concentrations, the formulations of the prior art patents must also form 
self-emulsifying emulsions. Self-emulsifying compositions are defined by their stability and 
particle size. The emulsions of the prior art patents meet both of these parameters as well as the 
compositional limitations. For these reasons the claims remain anticipated. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICAH-PAUL YOUNG whose telephone number is (571)272- 
0608. The examiner can normally be reached on M-F 6:00-3:30 every other Monday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on 571-272-0616. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Micah-Paul Young 

Examiner 
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Supervisory Patent Examiner, Art Unit 1618 



